FOOD AND DRUG ADMINISTRATION

Center for Drug Evaluation and Research
Advisory Committee for Reproductive Health Drugs

The committee will discuss biologic license applications (BLA) 125320, 125331, 125332, and
125333 for denosumab, submitted by Amgen. The proposed indications are treatment of
osteoporosis in postmenopausal women, prevention of osteoporosis in postmenopausal
women, treatment and prevention of bone loss in patients undergoing hormone ablation for
prostate cancer, and treatment and prevention of bone loss in patients undergoing hormone
ablation for breast cancer.
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